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Appellants submit this Appeal Brief in support of the Notice of Appeal filed on January 
12, 2000 from the Final Office Action dated December 23, 1999. 

I. REAL PARTY AND INTEREST 

The real party in interest, as the assignee of the above-identified patent application, is 
Nestec S.A., by assignment recorded in the United States Patent and Trademark Office on 
February 18, 1998, at Reel 8984, Frame 0517, ID: 100645988A. 

II. RELATED APPEALS AND INTERFERENCES 

Appellants do not believe that there are any other appeals which will directly affect or be 
directly affected by or have a bearing on this appeal. 
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IH. STATUS OF THE CLAIMS 

Claims 1-2, 4-5, and 7-22 are pending in the patent application. A copy of the claims 
involved in this appeal is attached hereto as the Appendix. Claims 1-20 were rejected in a final 
Office Action dated September 14, 1999 1 (a copy of the final Office Action is attached hereto as 
Exhibit A). 

IV. STATUS OF AMENDMENTS 

All amendments have been entered. 

V. SUMMARY OF THE INVENTION 

The present invention relates generally to the treatment and nutritional support of 
patients. More specifically, the present invention relates to compositions for use in metabolically 
stressed patients who require food restrictions, but do not necessarily require increased levels of 
protein. (Seepage 1, lines 5-10.) 

The traditional form of nutritional support is to administer whole protein liquid feedings 
to a patient to remedy protein deficiencies. However, some patients requiring nutritional support 
have a compromised absorptive capacity and thus cannot tolerate whole protein liquid feedings 
as well as the long-chain fatty acids and complex carbohydrates often present in such whole 
protein feedings. Many diseases or their consequences can also cause malabsorption by 
impairment of either digestion or absorption. As a result, semi-elemental and elemental protein 
diets were developed to treat such compromised patients. (See page 1, lines 19-28.) 



1 This Board will note that the final Office Action incorrectly notes that "Claims 1-20" 
are pending. 



Many patients suffering from metabolic stress have a significant need for increased 
energy, but often do not need or can not tolerate protein levels beyond normal requirements. 
Such patients also cannot tolerate the food volume necessary to deliver the energy they need. 
As a result, such patients need an elemental diet that provides calorically dense nutritional 
support while at the same time providing moderate non-protein calories per gram of nitrogen. 
Although a variety of elemental and semi-elemental diets are currently being used in an attempt 
to treat and/or provide nutritional requirements to such patients, prior to the claimed invention, 
the inventors do not believe the needs of a metabolically stressed patient were being adequately 
met. (See page 2, lines 12-26.) 

Accordingly, the claimed invention on appeal provides a nutritional composition designed 
for metabolically stressed patients. The claimed invention provides nutritional support with 
formulations containing increased caloric density without elevated protein levels or excess fluid. 
(See page 3, lines 5-9.) Specifically, the claimed invention provides calorically dense nutritional 
support in the form of an elemental diet while at the same time providing a moderate NPC/gN 
ratio (See page 6, lines 26-29). 

The protein source of the claimed invention preferably comprises 15-20% of the total 
calories of the composition. The chosen protein source maximizes tolerance and absorption by 
the use of a hydrolyzed protein. This type of protein source reduces the incidence of gastric 
reflux because gastric emptying is faster with hydrolyzed proteins than with diets containing 
casein or whole whey. Also, the hydrolyzed whey protein of the claimed invention serves as a 
rich source of the amino acid cysteine. Cysteine is a rate limiting amino acid for the formation 
of glutathione; glutathione needs are greater in patients with chronic inflammatory and infectious 
conditions. (See page 7, lines 5-29.) 
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The claimed invention also includes a carbohydrate source. Carbohydrates are preferably 
present in an amount from 35-65% of the composition. (Page 8, lines 12-20). 

Additionally, the claimed invention provides a lipid source. The lipid source includes 
a mixture of medium-chain triglycerides and long-chain triglycerides. The lipid source is 
preferably present in an amount of 20-50% of the caloric content of the composition. (See page 
8, lines 21-28.) 

Further, the composition of the claimed invention contains a specialized vitamin and 
mineral profile. The composition includes at least 100% of the United States recommended daily 
allowance of vitamins and minerals in 1500 k/cal. (See page 9, lines 27-29 and page 10, lines 
1-5.) Moreover, the composition includes higher levels of key vitamins and minerals designed 
to support the metabolically stressed patients. This includes increased amounts of zinc, vitamin 
C, selenium, beta-carotene, and magnesium. (See page 10, lines 6-29 and page 11, lines 1-4). 

The claimed composition is a ready to use enteral formulation. The composition can 
provide the total nutritional requirements of a metabolically stressed patient or can be used as a 
supplement. The composition can be fed to a patient through a tube or fed by having the patient 
drinking same. (See page 12, lines 22-27). 

Unlike prior formulations, the claimed invention provides a calorically dense nutritional 
support in the form of an elemental diet while at the same time providing a moderate NPC/gN 
ratio. To this end, the claimed invention provides a caloric density of at least 1 .4 kcal/ml. The 
composition also provides a moderate NPC/gN ratio of at least 90:1. Further, unlike prior 
formulations, the claimed invention has a low osmolality of approximately 375-600 mOsm/kg 
H 2 0 in an unflavored product and in a flavored product approximately 500-700 mOsm/kg H 2 0. 
(See page 13, lines 3-19.) 
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Because of the caloric density, the composition of the claimed invention may be utilized 
to treat metabolically stressed patients. As used in the patent application, metabolically stressed 
patients are patients who, due to either a disorder or condition, are unable to tolerate whole 
protein diets and have fluid restrictions (they cannot tolerate excess fluid), while at the same time 
they cannot tolerate elevated levels of protein. (See page 13, lines 20-26.) 

Examples of the claimed invention are provided on pages 15-18 of the patent application. 

VI. ISSUES ON APPEAL 

The following issues are on appeal: 

1. Are any of Claims 1-2, 4-5, 7, 9-13, 15, or 17-20 anticipated by U.S. Patent No. 
5,504,072 (Schmidl)? 

2. Would any of Claims 1-2, 4-5, and 7-20 have been obvious to one skilled in the 
art at the time of the invention over Schmidl in view of U.S. Patent No. 5,714,472 (Gray)? 

VII. GROUPING OF THE CLAIMS 

Appellants do not argue for the patentability of the independent claims separate and apart 
from each other unless it is stated differently. Appellants do argue for the patentability of some 
of the dependent claims separate and apart from the independent claims from which they depend 
as noted below. The reasons supporting Appellants' position that these claims are separately 
patentable are provided in Section Vm (Argument) below in accordance with Rule 1.192(c)(8). 
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VIII. ARGUMENT 



A. The Rejection 

The final rejection rejects Claims 1-7, 9-13, 15, and 17-20 under 35 U.S.C. § 102(c) as 

allegedly being anticipated by Schmidl 2 . Attached hereto as Exhibit A is a copy of the final 

Office action; located at Exhibit B is a copy of the first Office Action that originally asserted 

Schmidl; located at Exhibit C is an Advisory Action that was submitted in response to 

Appellants 1 Response After Final; and located at Exhibit D is an Interview Summary dated 

January 6, 2000 that clarifies the rejections made in the final rejection and the Advisory Action. 

In principle part, the basis for the Examinees rejection is as follows: 

. . . Schmidl et al. disclose suitable protein source including partially hydro lyzed 
protein (see col. 4, lines 55-59)and indicate the use of partially hydrolyzed 
protein or intact protein as the source of protein, not partially hydrolyzed protein 
and intact protein (see col. 11, lines 31-34). Further, Schmidt's composition 
provides a non-protein calorie to grams of nitrogen ratio of ranging from 150:1 
to 80:1 (see col. 5 lines 64-68 and col. 6 lines 1-11). Applicant's argument that 
SchmidVs composition has caloric density of 1 Kcal/ml; not 1.4, is not 
impressive, because it inherently possess the claimed property. Schmidl et al. 
disclose that their composition in the powder form has the caloric density of 4 
cal/gram which can easily be diluted with an aqueous liquid or juice to yield the 
caloric density of 1 .4 kcal/ml, while maintaining an osmolality of about 630-690 
mosm/kg of water (see col. 7, lines 50-59). 

See Advisory Action dated December 23, 1999, page 2 at Exhibit C. 

Claims 1-20 stand rejected as being unpatentable over Schmidl in view of U.S. Patent No. 

5,714,472 (Gray) 3 . In part, the Examiner states as follows in support of the rejection: 

. . . Schmidl et al. teach the desired NPC:N ratio for critically ill patients to be in 
the range of 150:1 to 80:1 (see col. 5 lines 65-67 and col. 6 lines 1-3.) Further it 
is well known in the art that the nitrogen content of the composition can be 



2 Applicants note that the final rejection improperly rejects Claims 3 and 6 that have been 
canceled. 

3 Once again, Appellants point out that Claims 1-2, 4-5, and 7-22 are pending in this 
appeal, not claims 1-20. 




measured to best fit the needs of critically ill patients; as indicated by Schmidl et 
al. (see col. 6 lines 2-9). Also the use of antioxidants, vitamins, and various 
minerals is routine in nutrition art, and further Schmidl et al. provide such 
teachings in their patent (see col. 9 lines 45-66 and col. 10 lines 1-25). 

Gray et al. teach an enteral nutritional formulation that meets the nutritional 
needs of critically ill and metabolically stressed patients such as post-surgical 
patients or patients suffering from trauma in an intensive care setting, therefore, 
one skilled artisan would have been motivated to change the nonprotein calorie 
to grams of nitrogen ratio of Gray's composition to the desired ratio best fit for 
critically ill patients; as taught by Schmidl et al., and modify Gray's composition 
to formulate a product that suit the needs of metabolically stressed patients. 

See Advisory Action dated December 23, 1999, page 3 at Exhibit C. 



B. The Claims on Appeal 

Claims 1-2, 4-5, and 7-22 are on appeal. Of these claims, Claims 1, 9, and 17 are the 
independent claims. The independent claims provide as follows: 

1 . An enteral composition designed for metabolically stressed patients comprising: 

a protein source comprising approximately 15% to 20% of the calorie distribution of the 
composition, the protein source consists essentially of partially hydrolyzed protein; 

a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides, the enteral 
composition having a caloric density of at least 1 .4 kcal/mL, wherein the composition provides 
a ratio of non-protein calories per gram nitrogen of about 140:1 to about 100:1. 



9. A method for providing nutrition to a metabolically stressed patient comprising 
the step of administering to the patient a therapeutically effective amount of a composition 
comprising: 
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a protein source comprising approximately 15% to abou 20% of the calorie distribution 
of the composition, the protein source consists essentially of partially hydrolyzed protein; 
a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides, the enteral 
composition having a caloric density of at least 1 .4 kcal/mL. 

17. An enteral composition for a metabolically stressed patient comprising: 
about 15% to about 20% of the calorie distribution of the composition of partially 
hydrolyzed whey protein; 

a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides; 
the composition having a caloric density of at least 1.4 kcal/mL and a ratio of non-protein 
calories per gram of nitrogen of at least about 90: 1 . 

C. Schmidl Does Not Anticipate Any of the Pending Claims 

1. THE CORRECT LEGAL ANALYSIS FOR DETERMINING ANTICIPATION 
Of course, "for a prior art reference to anticipate in terms of 35 U.S.C. § 102, every 
element of the claimed invention must be identically shown in the single reference." In re Bond, 
910 F.2d 831, 15 U.S.P.Q. 2d 1566 (Fed. Cir. 1990). "There must be no difference between the 
claimed invention and the reference disclosure, as viewed by a person of ordinary skill in the 
field of the invention." Scripps Clinic & Research Foundation v. Genetech, Inc., 927 F.2d 1565, 
18 U.S.P.Q. 2d 1001 (Fed. Cir. 1991). 
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Indeed, even a generalized broad disclosure does not necessarily anticipate a claim even 
if the claims falls within the disclosure. "Although [a patentee's] specific claims are subsumed 
in a [prior art reference's] generalized disclosure. . .this is not literal identity." Minnesota Mining 
and Manufacturing Co. v. Johnson & Johnson Ortopaedics Inc., 976 F.2d 1559, 1572, 24 
U.S.P.Q. 2d 1321 1332 (Fed. Cir. 1991). In fact, "that a claimed compound may be encompassed 
by a disclosed generic formula does not by itself [even] render that compound obvious." In re 
Baird, 16 F.3d 380, 29 U.S.P.Q. 2d 1550 (Fed. Cir. 1994). 

And of course, it is axiomatic that a reference must be considered as a whole. Portions 
arguing against or teaching away must be considered. Bausch & Lomb, Inc. v. Barnes- 
Hind/Hydrocurve f Inc., 796 F.2d 443 (Fed. Cir. 1986). "A reference may be said to teach away 
when a person of ordinary skill, upon reading the reference, would be discouraged from 
following the path set out in the reference, or would be led in a direction divergent from the path 
that was taken be the Applicant." In re Gurley, 27 F.3d 551 (Fed. Cir. 1994). 

2. SCHMIDL FAILS TO DISCLOSE A PLETHORA OF CLAIMED ELEMENTS 

a. Schmidt fails to disclose a caloric denisty of 1.4 kcal/mL 

Each of the claims on appeal is limited to an enteral composition having a caloric density 

of 1.4 kcal/ml. As previously noted, this is a critical issue with respect to the patient population 

of Appellants 1 claimed invention. Such patients are fluid restricted. Further, such patients have 

specific energy requirements. 

In contrast to the claimed invention, Schmidt teaches a caloric density of 1 kcal/ml. 

Specifically, Schmidl states: 

The composition can also be in the form of a ready to use aqueous liquid which 
preferably has caloric content of about 1 kcal/ml. 



See column 1, lines 54-57. Thus, if anything, Schmidl teaches away from the claimed invention. 

The Examiner points to the sentences immediately preceding the above quoted sentence 
and relies on the fact that the composition of Schmidl can be provided in a powder form. 
However, in order to be administered to the patient, the composition must be diluted. Schmidl 
specifically teaches to dilute the composition to 1 kcal/ml. See, for example, column 7, lines 54- 
57. Thus, once again, if anything, Schmidl teaches away from the claimed invention. 

The Examiner states that because the powder must be diluted, it inherently possesses the 
claimed invention. Appellants ask why? "The mere fact that a certain thing may result from a 
given set of circumstances is insufficient to prove anticipation." Electro Medical Systems, S.A. 
v. Cooper Life Sciences, Inc., 34 F.3d 1048 (Fed. Cir. 1994). Inherency requires that the claimed 
element by necessity follows from the prior art disclosure. "A retrospective view of inherency 
is not a substitute for some teaching or suggestion which supports the selection and use of the 
various elements in the particular claimed combination." In re Newell, 891 F.2d 899 (Fed. Cir. 
1989), cert, denied, 493 U.S. 814 (1989). "To establish inherency, the [reference] must make 
clear that the missing descriptive matter is necessarily present in the [reference]." In re 
Robertson, 169 F.3d 743 (Fed. Cir. 1999). "Inherency, however, may not be established by 
probabilities or possibilities. The mere fact that a certain thing may result from a given set of 
circumstances is not sufficient. 11 Id. 

Schmidl does not disclose diluting the powder to a caloric density of 1 .4 kcal/mL or 
greater. Instead, SchmidVs only mention of caloric density is to state that the caloric density of 
the product is 1 kcal/mL; this teaches away from the claimed invention. Thus, this limitation of 
each of the claims is missing from Schmidl. 
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b. Schmidl fails to disclose the use of hydro lvzed protein. 

Moreover, each independent claim requires that the protein source "consist essentially 
of partially hydrolyzed protein. Schmidl teaches that a number of proteins can be utilized 
including intact protein along with protein hydrolysates. In this regard, Schmidl merely recites 
a litany of possible proteins. The protein is not an essential requirement of Schmidl. Thus, at 
best, Schmidl discloses a broad, generalized disclosure that the Court of Appeal for the Federal 
Circuit has held does not anticipate a claim even if the claim falls within the broad generalized 
disclosures. This is especially true when Appellants have limited claimed invention to 
"consisting essentially of 1 language. 

Of course, "consisting essentially of is a transition phrase used in patent claims to limit 

the claim and to signal a partially open claim. PPG Industries v. Guardian Industries, Corp., 

156 F.3d 1351 (Fed. Cir. 1998). The phrase excludes from the claim, ingredients that material 

affect the basic and novel characteristic of the claimed invention. Atlas Powdered Company v. 

E.I. Dupont de Nemours Co., 750 F.2d 1569 (Fed. Cir. 1984). Schmidl specifically states with 

respect to the protein source: 

Suitable protein sources for the protein component can include conventional 
sources of intact protein, protein hydrolysates and crystalline amino acids used 
in enteral feeding compositions, such as, for example, casein, soy, lactalbumin, 
egg albumen, whey and the like. 

See column 4, lines 54-59. A protein source that includes partially hydrolyzed proteins with 

intact proteins does not read on "consisting essentially of 1 partially hydrolyzed proteins. 

In response to Appellants' arguments, the Examiner refers Appellants to Claim 12 of 

Schmidl. First, it is axiomatic that it is the disclosure of the prior art reference that is relevant 

not the claims. The prior art must disclose the claimed invention not claim it. Second, Claim 

12 of Schmidl, that is pointed to by the Examiner, is not even in proper format. It uses alternative 
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language to claim the invention. In this regard, Claim 12 of Schmidl claims a protein component 
that comprises either partially hydrolyzed protein or intact protein. It is clear from the disclosure 
of Schmidl that the protein sources are irrelevant to the invention disclosed therein. The Claim 
12 of Schmidl that is relied on by the Examiner confirms this belief. As far as Schmidl is 
concerned, intact and hydrolyzed proteins are interchangeable. 

One skilled in the art reviewing Schmidl for what it teaches would be as likely to use 
intact proteins as hydrolyzed proteins. Thus, the general broad disclosure of Schmidl does not 
read on Appellants claimed invention especially in view of the fact that the claims are limited 
to "consisting essentially of 1 language. 

Accordingly, Appellants respectfully submit that the anticipation rejection of the 
independent claims is improper and therefore should be reversed. Likewise, by definition, the 
dependent claims that depend from the independent claims are also not anticipated. 

3. ADDITIONALLY. SCHMIDL FAILS TO DISCLOSE OR SUGGEST 
ELEMENTS OF THE DEPENDENT CLAIMS 

Claims 4 and 12 require that the composition includes 100% of U.S. RDA vitamins and 

minerals in 1500 kcal. Even assuming Schmidl provides 100% of the U.S. RDA of vitamins and 

minerals, which is not apparent from the document nor has the Examiner pointed out where this 

is disclosed, the product of Schmidl is designed to provide such in 1800-2000 calories. In this 

regard, Schmidl states, "based on clinical experience, the compromise of achieving a 'moderate 

osmolality 1 in feeding approximately 1800-2000 mL and 1800-2000 calories per day is 

acceptable for the composition of the present invention." (See column 7, lines 45-49). 



12 



Accordingly, Schmidl does not provide 100% of U.S. RDA in 1500 calories as it is 
designed to provide at least 1800 calories per day. Thus, dependent Claims 4 and 12 are not 
anticipated by Schmidl for this additional reason. 

Dependent Claim 5 requires that the carbohydrate source comprise 51% of the 
composition. Schmidl discloses that carbohydrates comprise 65-80% of the composition. Thus, 
this claim is not anticipated by Schmidl in addition to the reasons set forth above with respect to 
the independent claim. 

D. Nor Are Any of the Claims Obvious in View of Schmidl in Further View of Gray 
1. THE APPROPRIATE LEGAL ANALYSIS WITH RESPECT TO OBVIOUSNESS 
"The obviousness standard, while easy to expound, is sometimes difficult to apply." 
Uniroyal Inc. v. Rudkin-Wiley Corporation, 837 F.2d 1044 (Fed. Cir. 1988). Of course, it is 
axiomatic that "obviousness may not be established using hindsight or in view of the teachings 
or suggestions of the inventor." Par-Ordnance Manufacturing Inc. v. STS Importers 
International Inc., 73 F.3d 1085 (Fed. Cir. 1995). 

The test is not whether or not the prior art can be modified so as to realize Appellants' 
claimed invention. Indeed, "the mere fact that the prior art could be so modified would not have 
made the modification obvious unless the prior art suggested the desirability and modification." 
In re Laskowski, 871 F.2d 115 (Fed. Cir. 1989). In this regard, "there must be some reason, 
suggestion, or motivation found that the prior art whereby a person of ordinary skill in the field 
of the invention would make the combination. The knowledge can not come from the 
Applicants 1 invention itself." In re Oetiker, 977 F.2d 1443 (Fed. Cir. 1992). 
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In determining obviousness in view of a reference, a reference must be considered as a 
whole. Those portions arguing against or teaching away from the claimed invention must be 
considered. Bausch & Lomb Inc. v. Barnes-Hind/Hydrocurve Inc., 796 F.2d 443 (Fed. Cir. 
1986). Indeed, nonobviousness can be demonstrated by the fact that the closest prior art 
reference "would likely discourage the art worker from attempting the substitution suggested by 
the [inventor]." Gillette Co. v. S.C. Johnson & Son Inc., 919 F.2d 720 (Fed. Cir. 1990). 

2. THE CITED REFERENCES FAIL TO DISCLOSE OR SUGGEST 
THE CLAIMED INVENTION 

At the outset, Appellants note that the Patent Office incorrectly states that Claims 1-20 
are rejected as being obvious. In this regard, Claims 3 and 6 have been canceled. 

With respect to the remaining claims that have been rejected as being obvious, i.e., 
Claims 1-2, 4-5, and 7-20, Appellants noted above why these claims are not anticipated by 
Schmidl. Further, Appellants noted above why the independent claims, and therefore the 
dependent claims that depend therefrom are taught away from by Schmidl Once again: 1) 
Schmidl teaches away from the caloric density of Appellants 1 claimed invention; 2) Schmidl 
teaches that intact and hydrolyzed whey protein should be used interchangeably; and 3) Schmidl 
teaches a composition that cannot be used with this patient population — Appellants have 
specifically defined the metabolically stressed patients to which the claimed invention is directed 
as those having specific protein requirements as well as fluid restrictions. 

The obviousness rejection utilizes Schmidl in combination with Gray. Appellants 
respectfully submit that Gray does not remedy the deficiencies of Schmidl. 

First, Gray teaches away from the claimed invention by disclosing the use of a high 
protein content of at least 22% of the calories of the product. Each of the independent claims, 
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and therefore the dependent claims of the present invention, is limited to a protein source 
providing no more than 20% of the calories of the total composition. Once again, Appellants 
claimed invention is directed to meeting the nutritional needs of metabolically stressed patients 
without elevated protein levels or excess fluid. Gray teaches a high protein product, preferably 
25% of the total calories (see column 3, lines 37-38). 

Moreover, unlike the claimed invention, Gray teaches that the total non-protein calories 
per gram of nitrogen should be less than or equal to 70: 1 (see column 5, lines 53-54). Claims 
1-2, 4-5, 7-8, 11, and 17-20 require a NPC/gN ratio of at least 90:1. This is another claimed 
element that Gray teaches away from. 

Still further, Appellants respectfully submit that it is at best a hindsight reconstruction 
of Appellants' claimed invention to combine Schmidl and Gray as suggested by the Examiner. 
Where is the motivation to reduce the protein level of Gray in view of Schmidl rather than 
increase the protein level of Schmidl in view of Gray. Where is the motivation not to provide 
non-protein calories per gram of nitrogen of less than or equal to 70:1 as suggested by Gray if 
Schmidl is combined with Gray. Where is the motivation to use the caloric density of Gray 
instead of Schmidl? 

Appellants also question why, if the majority of the claims were previously rejected as 
being anticipated by Schmidl, see the first rejection, why does the Examiner also rely upon Gray 
to reject the same claims as being obvious? Appellants respectfully submit that this demonstrates 
two things: 1) the anticipation rejection of the claims based on Schmidl is clearly not proper; and 
2) that the obviousness rejection is based on a hindsight reconstruction of the claimed invention. 
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Each of Schmidl and Gray specifically teaches away from key claimed elements of the 
claims on appeal. This demonstrates non-obviousness. Therefore, Appellants respectfully 
request that the obviousness rejection be reversed. 

E. Dependent Claims 21-22 Have Never Been Rejected Based on Any Prior Art 

Appellants note for the record, that dependent Claims 21 and 22 have not been rejected 
based on any prior art by the Patent Office. Claim 21 depends from Claim 1 and Claim 22 
depends from Claim 9. Each of these claims requires that the protein source further comprises 
from about 0.1% to 2.0% free amino acid. Not only have these claims not been rejected based 
on the prior art, they have not even been discussed by the Patent Office with respect to the prior 
art. 

Appellants respectfully submit that these claims are allowable over the prior art for the 
reasons set forth above with respect to the claims from which they depend. Appellants further 
submit that these claims are allowable because they add limitations that are neither disclosed nor 
suggested by the prior art to the claimed elements of the claims from which they depend. 
Accordingly, Appellants respectfully request that the Board confirm that these claims are 
allowable. 

IX. CONCLUSION 

For the foregoing reasons, Appellants respectfully request that the rejection of Claims 1- 
2, 4-5, and 7-20 be withdrawn as they are clearly improper as a matter of law and fact. 
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1. 



An enteral composition designed for metabolically stressetiS^tients 



CLAIMS ON APPEAL 



APPENDIX 




Uprising: 



a protein source comprising approximately 15% to 20% of the calorie distribution of the 
composition, the protein source consists essentially of partially hydrolyzed protein; 
a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides, the enteral 
composition having a caloric density of at least 1.4 kcal/mL, wherein the composition provides 
a ratio of non-protein calories per gram nitrogen of about 140:1 to about 100:1. 

2. The enteral composition of Claim 1 wherein the lipid source comprises 
approximately 20% to 50% of the calorie distribution of the composition. 

4. The enteral composition of Claim 1 including 100% of U.S. RDA of vitamins and 
minerals in approximately 1500 kcal. 

5. The enteral composition of Claim 1 wherein the protein source comprises 
approximately 16% of the calorie distribution of the composition; the carbohydrate source 
comprises approximately 51% of the calorie distribution of the composition; and the lipid source 
comprises approximately 33% of the calorie distribution of the composition. 

7. The enteral composition of Claim 1 wherein the composition includes per 1500 
kcal of composition: 
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a zinc source providing from approximately 28.5 to 43.5 mg; 

a vitamin C source providing from approximately 405 to 615 mg; 

a selenium source providing from approximately 60 to 90 mg; 

a taurine source providing from approximately 120 to 180 mg; and 

a L-carnitine source providing from approximately 120 to 180 mg. 

8. The enteral composition of Claim 1 further including a source of beta-carotene. 

9. A method for providing nutrition to a metabolically stressed patient comprising 
the step of administering to the patient a therapeutically effective amount of a composition 
comprising: 

a protein source comprising approximately 15% to about 20% of the calorie distribution 
of the composition, the protein source consists essentially of partially hydro lyzed protein; 
a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides, the enteral 
composition having a caloric density of at least 1 .4 kcal/mL. 

10. The method of Claim 9 wherein the lipid source comprises approximately 20% 
to 50% of the calorie distribution of the composition. 

1 1 . The method of Claim 9 wherein the composition provides a ratio of non-protein 
calories per gram nitrogen of at least approximately 90:1. 
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12. The method of Claim 9 wherein the composition includes 100% of U.S. RDA of 
vitamins and minerals in approximately 1500 kcal. 

13. The method of Claim 9 wherein the composition is fed through a tube to the 

patient. 

14. The method of Claim 9 wherein the composition contains approximately 0.37% 
of the calories as cysteine. 

15. The method of Claim 9 wherein the composition includes per 1500 kcal of 
composition: 

a zinc source providing from approximately 28.5 to 43.5 mg; 

a vitamin C source providing from approximately 405 to 615 mg; 

a selenium source providing from approximately 60 to 90 mg; 

a taurine source providing from approximately 120 to 180 mg; and 

a L-carnitine source providing from approximately 120 to 180 mg. 

16. The method of Claim 9 wherein the composition further includes a source of beta- 
carotene. 

17. An enteral composition for a metabolically stressed patient comprising: 
about 15% to about 20% of the calorie distribution of the composition of partially 

hydrolyzed whey protein; 
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a carbohydrate source; and 

a lipid source including a mixture of medium and long chain triglycerides; 
the composition having a caloric density of at least 1 .4 kcal/mL and a ratio of non-protein 
calories per gram of nitrogen of at least about 90: 1 . 

18. The enteral composition of Claim 17 wherein the carbohydrate source provides 
about 35% to about 65% of calories and the lipid source provides about 20% to about 50% of 
calories. 

19. The enteral composition of Claim 17 which includes, per 1500 kcal: 
a zinc source providing from about 28.5 to about 43.5 mg zinc; 

a vitamin C source providing about 405 to 615 mg vitamin C; 
a selenium source providing about 60 to about 90 mg selenium; 
a taurine source providing about 120 to about 180 mg taurine; and 
a L-carnitine source providing about 120 to about 180 mg L-carnitine. 

20. The enteral composition of Claim 17 which has a caloric density of about 1 .4 to 
about 1.8 kcal/mL. 

21 . The enteral composition of Claim 1 wherein the protein source further comprises 
from about 0.1% to 2.0% free amino acids. 
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22. The method of Claim 9 wherein the protein source further comprises from about 
0.1% to 2.0% free amino acids. 
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Art Unit: 1616 



DETAILED ACTION 



Double Patenting 



1. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321© may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-20 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-30 of U.S. Patent 5,661,123. The instant claims are 
drawn to an enteral composition and a method of providing it to the metabolically stressed 
patients wherein said composition comprising a caloric density of about 1.4 Kcal/ml, a protein 
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source, a carbohydrate source, a lipid source including a mixture of medium and long chain 
density triglycerides, a Zinc source, a Vitamin C source, a Selenium source, a Taurine source, a 
L-Carnitine source, and a beta-carotene source. Although the conflicting claims are not identical 
and introduce different use and various different concentrations of the ingredients, but they are 
not patentably distinct from the patented claims, because they fail to add a distinctive limitation to 
the claims of U.S. Patent 5,661,123. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

3. Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite and vague 
for failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. The phrase "100% of U.S. RDA" fails to teach and specify which nutrients meet 
the U.S. RDA. 

Claim Rejections - 35 USC §102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-7, 9-13, 15, 17-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schmidl et al US Patent 5,504,072. 

The instant claims are drawn to an enteral composition comprising a protein source, a 
carbohydrate source, a lipid source including a mixture of medium and long chain density 
triglycerides, a Zinc source, a Vitamin C source, a Selenium source, a Taurine source, and a L- 
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Carnitine source, wherein the composition provides a ratio of non-protein calories per gram 
nitrogen of at least approximately 90:1. Further the instant claims encompass methods of 
providing said composition to a patient comprising administration of therapeutically effective 
amount to the patient wherein said composition is fed through a tube. Schmidl et al disclose an 
enteral nutritional formulation that meets the nutritional needs of critically ill and metabolically 
stressed patients such as patients suffering from trauma, burn, malnutrition, sepsis, cancer, AIDS 
or other like conditions (see Col 3, lines 34-42). Schmidl et al also disclose an enteral 
formulation comprising a protein source that can provide approximately 16-25% of the calorie 
distribution of the composition that can include protein hydrolysate such as whey hydrolysate or 
alike (see Col 4 lines 51-67), a carbohydrate source, a lipid source including medium and long 
chain triglycerides, a Zinc source, a Selenium source, a Taurine source, a Cysteine source, a L- 
Carnitine source, a Vitamin C source (see Col 4 lines 1-51 and Col 8 table), and wherein said 
formulation provides a non-protein calorie to grams of nitrogen ratio of ranging from 150:1 to 
80:1 (see Col 5 lines 64-68 and Col 6 lines 1-1 1). Schmidl et al further disclose a method for 
administering said formulation to a patient via various tube-feeding techniques (see Col 7 lines 60- 
67). Therefore, the nutritional formula of Schmidl et al meets the limitation set forth in the instant 
claim. 

5. Claims 1-20 are rejected under 35 U.S. C. 102(b) as being anticipated by Cope et al US 
Patent 5,480,872. The instant claims are drawn to an enteral composition with caloric density of 
approximately 1.4 Kcal/ml and comprising a protein source comprising approximately 15-21% of 
the calorie distribution, a carbohydrate source, a lipid source including a mixture of medium and 



Application/Control Number: 09025363 Page 5 

Art Unit: 1616 

long chain density triglycerides, a Zinc source, a Vitamin C source, a Selenium source, a Taurine 
source, a L-Carnitine source, and a beta-carotene source. Further the instant claims encompass 
methods of providing said composition to a patient comprising administration of therapeutically 
effective amount to the patient, wherein the protein source consists essentially of partially 
hydrolyzed whey proteins. Cope et al disclose a high protein, calorically dense (see col 5, lines 8- 
22) nutritional product for hypermetabolic patients comprising a hydrolyzed protein comprising 
any suitable source such as whey protein (see Col 9 line 20-46, and 1-12), a source of 
carbohydrate, a mixture of medium and long chain triglycerides and fatty acids, and other 
micronutrient such that the said nutritional product meets 100% US RDA's recommendations of 
all micronutrients contained (see tables 1, 2,5,6). Cope et al also disclose that the said nutritional 
product can be used both as an oral supplement and for enteral support, administered either orally 
or by tube feeding (see Col 13, lines 46-51). Since Cope et al disclose an enteral formula 
comprising a protein source that can contain 19-21% of the calorie distribution of the 
composition, a lipid source, a protein source, and other micronutrient such that the said nutritional 
product meets 100% of US RDA's recommendation for contained nutrients, as well as a method 
for administration; which are within the scope of the instant claims, said claims are anticipated by 
Cope et al. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United States before 

the invention thereof by the applicant for patent, or on an international application by another who has fulfilled the 
requirements of paragraphs (1), (2), and (4) of section 371© of this title before the invention thereof by the applicant for 

patent. 

6. Claims 1-20 are rejected under 35 U.S.C. 102(e) as being anticipated by Gray et al US 
Patent 5,714,472. 
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The instant claims are drawn to an enteral composition with caloric density of about 1.4 
Kcal/ml comprising a protein source, a carbohydrate source, a lipid source including a mixture of 
medium and long chain density triglycerides, a Zinc source, a Vitamin C source, a Selenium 
source, a Taurine source, a L-Carnitine source, and a beta-carotene source. Further the instant 
claims encompass methods of providing said composition to a patient comprising administration 
of therapeutically effective amount to the patient. Gray et al teach an enteral nutritional 
formulation that meets the nutritional needs of critically ill and metabolically stressed patients such 
as post-surgical patients or patients suffering from trauma, burn or related complications. Said 
enteral formulation having a caloric density of at least 1.3 Kcal/ml comprising a protein source 
including protein hydrolysate comprising whey hydrolysate, a carbohydrate source, a lipid source 
including medium and long chain triglycerides, a Zinc source, a Selenium source, a Taurine 
source, a Cysteine source, a L-Carnitine source, and a Vitamin C source, wherein said formulation 
meets the U.S. RDAs recommendations of said nutrients (See col 5 lines 25-38, 65-68, and Col 6 
lines 35-42, and Col 7, lines 0-14). Gray et al also disclose a method for providing said 
formulation to a patient comprising a step of enterally administering to the patient a 
therapeutically effective amount (see Col 9 and 10, all claims). Therefore, Gray et al's nutritional 
formula meets the limitation set forth in the instant claim. 

6. Claims 1-3, 5, 7-16 are rejected under 35 U.S.C. 102(e) as being anticipated by Cope et al 
US Patent 5,700,782. The instant claims are drawn to an enteral composition with caloric 
density of approximately 1.4 Kcal/ml and comprising a protein source comprising approximately 
15-21% of the calorie distribution, a carbohydrate source, a lipid source including a mixture of 




Application/Control Number: 09025363 



Page 7 



Art Unit: 1616 

medium and long chain density triglycerides, a Zinc source, a Vitamin C source, a Selenium 
source, a Taurine source, a L-Carnitine source, and a beta-carotene source. Further the instant 
claims encompass methods of providing said composition to a patient comprising administration 
of therapeutically effective amount to the patient. Cope et al disclose an enteral nutritional 
product with the caloric density of about 1.2 to 1.5 Kcal/ml comprising a protein source , a 
carbohydrate source (see col 9, lines 15-55) , a lipid source including a mixture of medium and 
long chain density triglycerides (see col 3 lines 49-66, and table 4), a Zinc source, a Vitamin C 
source, a Selenium source, a Taurine source, a L-Carnitine source, a beta-carotene source, and 
other micronutrient that may be incorporated in the enteral product (see tables 2,3,4,5). Cope et 
al further disclose the method of providing said enteral or nutritional product to a patient (see col 
5, lines 46-56, col 10, lines 13-53). Therefore Cope discloses a nutritional product that meets the 
limitation set forth in the instant claim. 



7. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



8. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
TRAUMACAL ™ (Mead Johnson, Document bearing No BOO 107- 180), Trimbo et al US Patent 
5,166,189, Stalker et al US Patent 5,661,123, as applied to claim 1-20 above, and in view of 
Schmidl et al US Patent 5,504,072, Cope et al US Patent 5,480,872, Gray et al US Patent 



Claim Rejections - 35 USC § 103 
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5,714,472, Cope et al US Patent 5,700,782, Maubois et al US Patent 4427658, and Granger et al 
(JPEN 12:278-281,1988). 

The instant claims are drawn to an enteral composition with caloric density of 
approximately 1.4 Kcal/ml and comprising a protein source, a carbohydrate source, a lipid source 
including a mixture of medium and long chain density triglycerides, a Zinc source, a Vitamin C 
source, a Selenium source, a Taurine source, a L-Carnitine source, and a beta-carotene source. 
Further the instant claims encompass methods of providing said composition to a patient 
comprising administration of therapeutically effective amount to the patient. 

The TRAUMACAL ™ Document bearing BOO 107- 180 disclose that the use of a high 
protein-caloric density formula such as TRAUMACAL ™ provides a positive Nitrogen balance, 
and meets the nutritional needs of metabolically stressed patients specially when using a 
composition having a lower Non protein calories per nitrogen (pages 36 or BOO 143 last two 
paragraphs, 43 or BOO 149 last paragraph , 48 or BOO 154 last three paragraphs, 59 or BOO 165 last 
two paragraphs). The TRAUMACAL ™ Document bearing BOO 107- 180, however, fails to 
incorporate a source of hydrolyzed whey protein in its formulation. 

Trimbo et al teach the method of feeding patients with pulmonary disease by administering 
to a patient an enteral nutritional composition comprising a total calories not less than about 18% 
protein, about 20-50% carbohydrate, about 40-55% lipids comprising of a mixture of medium and 
long chain triglycerides, that meets US RDAs recommendations of all vitamins and minerals. 
Trimbo et al however fails to show the use of hydrolyzed whey protein and their production by 
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using pancreatic enzymes. Trimbo also fails to address the use of said enteral nutritional 
composition in metabolically stressed patients (see entire patent). 

Stalker et al teach a method of providing a enteral nutritional formulation that meets the 
nutritional needs of malabsorbing patients comprising a caloric density of about 1.0 Kcal/ml 
comprising a protein source including protein hydrolysate comprising whey hydrolysate, a 
carbohydrate source, a lipid source including medium and long chain triglycerides, a Zinc source, 
a Selenium source, a Taurine source, a Cysteine source, a L-Carnitine source, and a Vitamin C 
source that meets U.S. RDAs recommendations of contained nutrients. Stalker et al teach a 
method for providing said formulation to a patient comprising the step of enterally administering 
to the patient a therapeutically effective amount (See entire patent). Stalker et al fail to address 
the usage of said formulation for metabolically stressed patients. 

Schmidl et al teach an enteral nutritional formulation that meets the nutritional needs of 
critically ill and metabolically stressed patients such as patients suffering from trauma, burn, 
malnutrition, sepsis, cancer, AIDS or other like conditions (see Col 3, lines 34-42). Schmidl et al 
disclose an enteral formulation comprising a protein source that can provide approximately 16- 
25% of the calorie distribution of the composition that can include protein hydrolysate such as 
whey hydrolysate or alike (see Col 4 lines 51-67), a carbohydrate source, a lipid source including 
medium and long chain triglycerides, a Zinc source, a Selenium source, a Taurine source, a 
Cysteine source, a L-Carnitine source, a Vitamin C source (see Col 4 lines 1-51 and Col 8 table), 
and wherein said formulation provides a non-protein calorie to grams of nitrogen ratio of ranging 
from 150:1 to 80:1 (see Col 5 lines 64-68 and Col 6 lines 1-1 1). Schmidl et al also disclose a 
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method for providing said formulation to a patient comprising the step of enterally administering 
to the patient a therapeutically effective amount (see Col 7 lines60-67). However, Schmidl et al 
fail to incorporate beta-carotene and L-cystine to their enteral formula. 

Cope et al US Patent 5,480,872 disclose a high protein, calorically dense (see col 5, lines 
8-22) nutritional product for hypermetabolic patients comprising a hydrolyzed protein comprising 
any suitable source such as whey protein (see Col 9 line 20-46, and 1-12), a source of 
carbohydrate, a mixture of medium and long chain triglycerides and fatty acids, and other 
micronutrient such that the said nutritional product meets 100% US RDA's recommendations of 
all micronutrients contained (see tables 1, 2,5,6). Cope et al also disclose that the said nutritional 
product can be used both as an oral supplement and for enteral support, administered either orally 
or by tube feeding (see Col 13, lines 46-51). Cope's teachings along with the conversion factors 
that are known in the art (lgm carbohydrate=3.4Kcal, Igm protein^. OKcal, lgm Fat=9.0Kcal, 
and lgm N=6.25g protein)enable one skilled in the art to formulate an enteral formula comprising 
a protein source comprising about 18-21% of the calorie distribution of the composition when 
admixing about 200g of carbohydrate source, about 24. 5g of a lipid source, and about 60g of a 
protein source, while maintaining a caloric density of about 1.4 Kcal/ml, and Non-protein calorie 
per Nitrogen ratio of about 90:1. 

Cope et al US Patent 5,700,782 disclose an enteral nutritional product with the caloric 
density of about 1.2 to 1.5 Kcal/ml comprising a protein source , a carbohydrate source (see col 
9, lines 15-55) , a lipid source including a mixture of medium and long chain density triglycerides 
(see col 3 lines 49-66, and table 4), a Zinc source, a Vitamin C source, a Selenium source, a 
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Taurine source, a L-Carnitine source, a beta-carotene source, and other micronutrient that may be 
incorporated in the enteral product (see tables 2,3,4,5). Cope et al further disclose the method of 
providing said enteral or nutritional product to a patient (see col 5, lines 46-56, col 10, lines 13- 
53). According to the Cope's disclosure and the conversion factors known in the art (lgm 
carbohydrate=3.5Kcal, lgm protein=4.0Kcal, lgm Fat=9.0Kcal, and lgm N=6.25g protein), an 
ordinary skilled artisan is able to formulate a liter of an enteral formula comprising a protein 
source comprising approximately 17-21% of the calorie distribution of the composition when 
admixing about 183g of carbohydrate source, about 38. 5g of a lipid source, about 64g of a 
protein source, while maintaining a caloric density of about 1.3 Kcal/ml, and Non-protein calorie 
per Nitrogen ratio of about 92: 1 . 

Gray et al teach an enteral nutritional formulation that meets the nutritional needs of 
critically ill and metabolically stressed patients such as post-surgical patients or patients suffering 
from trauma, burn or related complications. Said enteral formulation having a caloric density of 
at least 1.3 Kcal/ml comprising a protein source including protein hydrolysate comprising whey 
hydrolysate, a carbohydrate source, a lipid source including medium and long chain triglycerides, 
a Zinc source, a Selenium source, a Taurine source, a Cysteine source, a L-Carnitine source, and 
a Vitamin C source that meets U.S. RDAs recommendations of said nutrients (See col 5 lines 25- 
38, 65-68, and Col 6 lines 35-42, and Col 7, lines 0-14). Gray et al also disclose a method for 
providing said formulation to a patient comprising the step of enterally administering to the 
patient a therapeutically effective amount (Col 9 and 10). 



m 
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Maubois et al disclose a method of obtaining hydrolyzed whey protein as well as an enteral 
nutritional formulation for use in an intesive care setting to the patients who may require a protein 
intake of the 7-25% of total caloric intake, wherein said protein comprising a hydrolyzed whey 
protein (see example 5 and 6). Maubois et al fail to specifically address the U.S. RDA's 
nutritional needs of metabolically stressed patients. 

It is well-established that merely selecting proportions and ranges is not patentable absent 
a showing of criticality. In re Becket . 33 USPO. 33 (C.C.P.A. 1937). In re Russell 439F.2nd 
1228, 169 U.S.P.Q. 426 (C.C.P.A. 1971). Further it is shown in the art that hypermetabolicly 
stressed patients may suffer from gastrointestinal malabsorption due to the changes of the 
intestinal mucosa and the intestinal capillary bed; subsequently, said patients experience enhanced 
protein absorption when a suitable hydrolyzed protein source (such as whey, because of its well 
balanced aminoacids content) is used (Granger et al, Page 280-281, see discussion). Therefore, it 
would have been obvious to one of ordinary skill in the art to use the teachings of Gray et al or 
Cope et al or Stalker and Maubois and further modify the TRAUMACAL ™ formulation (ex. 
using hydrolyzed whey protein) to provide an improved enteral product that meets the specific 
nutritional requirements of metabolically stressed patients. Similarly, it would have been obvious 
to one of ordinary skill in the art to utilize the teachings of Schmidl et al, Trimbo and Maubois to 
further modify TRAUMACAL ™ formulation to provide an improved enteral product that meets 
the specific nutritional requirements of metabolically stressed patients. In addition, it would have 
also been obvious to one of ordinary skill in the art to use the teachings of Schmidl et al and 
further modify the nutritional formulation of Cope et al US Patent 5480872 to provide an 
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improved enteral product that meets the specific nutritional requirements of metabolically stressed 
patients. 

9. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Cope et al US Patent 5,547,927, 8/20/1996, also disclose an enteral nutritional 
product comprising a whey protein source, a lipid source, and a carbohydrate. 
1 1 . Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Dr. Sharareh whose telephone number is (703) 306-5400. The examiner 
can normally be reached on Monday to Friday from 8:30 a.m. to 5:00 p.m. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. Jose Dees can be 
reached on 703-308-4628. The fax phone number for this Group is 703-308-4556. Any inquiry 
of a general nature of relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is 703-308-1235. 



Shahnam Sharareh, PharmD 
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